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Disclaimer 

 

My comments are an informal communication and 

represent my own best judgment. These comments 

do not bind or obligate the US FDA 
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There is a need to enhance vaccine pharmacovigilance 
globally  

Serious and rare vaccine adverse events call for multi-
country collaborative hospital-based approaches 

Background 
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Multi-country collaborative 

hospital-based approach 
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Study objectives 

 
. 

Demonstrate the feasibility and utility of global 
collaboration in the assessment of vaccine safety, 
including countries both with and without an 
established infrastructure for vaccine active safety 
surveillance 

Assess the risk of Guillain-Barre Syndrome following 
pH1N1 vaccination 
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Dodd et al, Vaccine 2013 

Global H1N1 consortium 
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Global H1N1 consortium 

Dodd et al, Vaccine 2013 
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Analytic Methods 

Self-controlled case series methods 

Day 1 Day 42 

 

 

Classical SCCS 

 

 

SCRI 

 

 

Pseudo-likelihood approach 
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GBS risk following H1N1 vaccination 
Pooled analyses 

Dodd et al, Vaccine 2013 
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GBS risk following H1N1 vaccination 
Meta-analytic approach 

Dodd et al, Vaccine 2013 
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Conclusions 

Multi-country collaborations are feasible 

Useful platform to evaluate vaccine safety concerns 

Ability to contrast risks between countries/vaccine products 

Hypothesis-generation  

Support association between GBS and pH1N1 vaccination 

Dodd et al, Vaccine 2013 
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